Food Safety and Inspection Service, USDA

and approve the safety and efficacy of
each process schedule.

(3) Under the auspices of a processing
authority, an establishment must vali-
date new or altered process schedules
by scientifically supportable means,
such as information gleaned from the
literature or by challenge studies con-
ducted outside the plant.

(4) Partially cooked patties must
bear the labeling statement ‘‘Partially
cooked: For Safety Cook Until Well
Done (Internal Meat Temperature 160
degrees F.).” The labeling statement
must be adjacent to the product name,
and prominently placed with such con-
spicuousness (as compared with other
words, statements, designs or devices
in the labeling) as to render it likely to
be read and understood by the ordinary
individual under customary conditions
of purchase and use.

(5) Char-marked patties must bear
the labeling statement ‘‘Uncooked,
Char-marked: For Safety, Cook Until
Well Done (Internal Meat Temperature
160 degrees F.).” The labeling state-
ment shall be adjacent to the product
name, at least one-half the size of the
largest letter in the product name, and
prominently placed with such con-
spicuousness (as compared with other
words, statements, designs or devices
in the labeling) as to render it likely to
be read and understood by the ordinary
individual under customary conditions
of purchase and use.

[64 FR 744, Jan. 6, 1999]

§318.24 Compliance procedures for
meat derived from advanced meat/
bone separation machinery and re-
covery systems.

(@) The product resulting from the
separating process shall not have a cal-
cium content exceeding 0.15 percent or
150 mg/100 gm of product within a toler-
ance of 0.03 percent or 30 mg, as pre-
scribed in §301.2(rr)(2) of this sub-
chapter.

(b) To verify the calcium content in
meat derived from advanced meat/bone
separation machinery and recovery
systems, a compliance program con-
sisting of the following parameters
shall be followed by manufacturers of
meat defined in §301.2(rr)(2) of this sub-
chapter.

§318.24

(1) An analysis of a sample of at least
1 pound from each lot shall be per-
formed by the operator of the estab-
lishment or his or her agent. For pur-
poses of this paragraph, a lot shall con-
sist of the meat derived from advanced
meat/bone separation machinery and
recovery systems, designated as such
by the operator of the establishment or
his or her agent, from the product pro-
duced from a single species of livestock
in no more than one continuous shift of
up to 12 hours. Individual results from
the chemical analyses shall be com-
pared to the calcium limit, prescribed
in paragraph (a) of this section, in
order to demonstrate compliance. If
compliance is not demonstrated, that
is, if any single analytical result is
more than 0.18 percent,'2 before prod-
uct from a production lot that is still
at the establishment or one that is sub-
sequently produced can be considered
to be in compliance, at least three sam-
ples from that production lot shall be
taken and analyzed for calcium, either
separately, or, at the option of the es-
tablishment, as a composite (i.e., com-
bining the three samples for analysis).
The average of the results or the com-
posite result must be less than or equal
to 0.15 percent. Taking three samples
from each subsequently produced lot
and analyzing them in order to dem-
onstrate compliance shall continue
until five consecutive lots have mean
or composite results less than or equal
to 0.15 percent. If the statistical evi-
dence indicates that a production lot is
not in compliance with the calcium
limit, as prescribed in §301.2(rr)(2) of
this subchapter, the lot must be la-
beled as MS(S) and meet all of the re-
quirements for MS(S) in §319.5 of this
subchapter.

1The value 0.18 percent was derived by
multiplying by 3 the expected analytical
standard deviation obtained by FSIS labora-
tories on the approved chemical procedure
for measuring calcium  which uses
Ethylenediaminetetraacetic acid (EDTA) as
provided in the ““Official Methods of Analysis
of the AOAC International” (formerly the
Association of Official Analytical Chemists),
15th Ed. (1990).

2Individual or an average of results shall
be rounded to the nearest 0.01 percent cal-
cium.

277



§318.300

(2) The management of the establish-
ment must maintain records to support
the validity of the calcium content (as
a measure of bone solids) to assure the
process is in control. Such records
shall be made available to the inspec-
tor or any other duly authorized rep-
resentative of the Agency upon re-
quest. (Recordkeeping requirements
were approved by the Office of Manage-
ment and Budget under control number
0583-0095.)

[59 FR 62561, Dec. 6, 1994]
Subparts B-F [Reserved]

Subpart G—Canning and Canned
Products

SOURCE: 51 FR 45619, Dec. 19, 1986, unless
otherwise noted.

§318.300 Definitions.

(a) Abnormal container. A container
with any sign of swelling or product
leakage or any evidence that the con-
tents of the unopened container may be
spoiled.

(b) Acidified low acid product. A
canned product which has been formu-
lated or treated so that every compo-
nent of the finished product has a pH of
4.6 or lower within 24 hours after the
completion of the thermal process un-
less data are available from the estab-
lishment’s processing authority dem-
onstrating that a longer time period is
safe.

(c) Bleeders. Small orifices on a retort
through which steam, other gasses, and
condensate are emitted from the retort
throughout the entire thermal process.

(d) Canned product. A meat food prod-
uct with a water activity above 0.85
which receives a thermal process either
before or after being packed in a her-
metically sealed container. Unless oth-
erwise specified, the term “‘product’” as

used in this subpart G shall mean
“‘canned product.”
(e) Closure technician. The indi-

vidual(s) identified by the establish-
ment as being trained to perform spe-
cific container integrity examinations
as required by this subpart and des-
ignated by the establishment to per-
form such examinations.

9 CFR Ch. Il (1-1-04 Edition)

(f) Code lot. All production of a par-
ticular product in a specific size con-
tainer marked with a specific con-
tainer code.

(g) Come-up time. The elapsed time,
including venting time (if applicable),
between the introduction of the heat-
ing medium into a closed retort and
the start of process timing.

(h) Critical factor. Any characteristic,
condition or aspect of a product, con-
tainer, or procedure that affects the
adequacy of the process schedule. Crit-
ical factors are established by proc-
essing authorities.

(i) Headspace. That portion of a con-
tainer not occupied by the product.

(1) Gross headspace. The vertical dis-
tance between the level of the product
(generally the liquid surface) in an up-
right rigid container and the top edge
of the container (i.e., the flange of an
unsealed can, the top of the double
seam on a sealed can, or the top edge of
an unsealed jar).

(2) Net headspace. The vertical dis-
tance between the level of the product
(generally the liquid surface) in an up-
right rigid container and the inside
surface of the lid.

(J) Hermetically sealed containers. Air-
tight containers which are designed
and intended to protect the contents
against the entry of microorganisms
during and after thermal processing.

(1) Rigid container. A container, the
shape or contour of which, when filled
and sealed, is neither affected by the
enclosed product nor deformed by ex-
ternal mechanical pressure of up to 10
pounds per square inch gauge (0.7 kg/
cm?) (i.e., normal firm finger pressure).

(2) Semirigid container. A container,
the shape or contour of which, when
filled and sealed, is not significantly
affected by the enclosed product under
normal atmospheric temperature and
pressure, but can be deformed by exter-
nal mechanical pressure of less than 10
pounds per square inch gauge (0.7 kg/
cm?) (i.e., normal firm finger pressure).

(3) Flexible container. A container, the
shape or contour of which, when filled
and sealed, is significantly affected by
the enclosed product.

(k) Incubation tests. Tests in which
the thermally processed product is
kept at a specific temperature for a
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